Electronic submissions



| mprove efficiency

* Immediately usable

* Documents readily available
» Copy and paste

e Analysis ready

* Portable



Current submissions

e Learning curve
e Documents available
Incomplete, incompatible, complicated
» Copy and paste
complicated
e Analysis limited
» Specialized hardware and software



Future

Long term fix
e Standardized tools and format

Short term fix
« Simple
e SPONSOr's Use reviewer’ stools
* Reviewers communicate needs in advance
 Balance needs with burden of sponsor



Short term fix - example

Simple
Collection of files
 Documents

e Data



Documents -reviewer’s needs

Complete

Simple to use navigation tools
Comprehensive, fast, search capabilities
Ability to create hypertext linking
Ability to write notes linked to pages
Ability to copy images, text and tables
Platform and word processor independent
Easy to understand and use

Use reviewer’ stools



Documents -sponsor’s burden

» Convert documents to pdf
e Linking



Linking - Reports

Minimal

e Table of contents

o Listing of appendices
e Listing of tables

Optional
e Internal linking
 External linking



Linking -CRF

Minimal

e Individual file for each patient’s CRF

e Listing of all CRFs by study and patient |D
* Bookmarks for each CRF domain by visit



Data - reviewer’s needs

 Data sets in an analyzable format
 Data organized and easily found



Data - sponsor’s burden
» Organize data by study and CRF domain

e Convert data into data set files
 Provide an index of all datasetsin apdf file
o optional -Link the index to the data set file

* Provide a description of all variable (pdf file)



Software and Hardwar e

e Files on electronic media
e.g. CD ROM, zip disk, Jaz disk
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